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DETAILED ACTION 

This Action is in response to the communication filed on 2/28/2007. 
The amendment filed 2/28/2007 is acknowledged and has been entered. 
Claims 81 and 82 are currently pending in the application and are addressed 

herein. 

1 . Applicant's arguments are addressed on a per section basis. The text of those 
sections of Title 35, U.S. Code not included in this Action can be found in a prior Office 
Action. Any rejections not reiterated in this action have been withdrawn as being 
obviated by the amendment of the claims and/or applicant's arguments. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claim 82 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. 

The instant claim is drawn to a method that requires the use of a nucleic acid 
operatively linked to a promoter wherein said nucleic acid is a nucleic acid that 
hybridizes to a cDNA (SEQ ID NO: 1) over the entire protein coding region (residues 
275 to 895) under stringent hybridization conditions consisting of hybridization in 0.5 M 
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NaHP04, 7% sodium dodecyl sulfate, 1 mM ethylenediamine tetraacetic acid at 65°C, 
and washing in 0.1 x standard saline citrate/0.1% sodium dodecyl sulfate at 68°C, and 
that encodes a protein which inhibits the proliferation of melanoma cells but not normal 
fibroblast cells. 

Therefore, the claims encompass using any nucleic acid sequence which would 
hybridize to SEQ ID NO: 1 in the given stringent conditions and which encodes a protein 
which inhibits the proliferation of melanoma cells but not normal fibroblast cells. As 
such, the claims encompass a genus of nucleic acid sequence which are differ from SEQ 
ID NO: 1 but which hybridize to SEQ ID NO: 1 in stringent conditions and which encode 
a protein which inhibits the proliferation of melanoma cells but not normal fibroblast 
cells. This genus encompasses an indeterminate number of species, but potentially 
encompass a huge number of different nucleic acid sequences, considering every possible 
nucleic acid sequence which could hybridize to SEQ ID NO: 1 in stringent conditions and 
which encode a protein which inhibits the proliferation of melanoma cells but not normal 
fibroblast cells. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of compete or partial 
structure, physical and/or chemical properties, functional characteristics, 
structure/function correlation, methods of making the claimed product, or any 
combination thereof. 

In this case, the specification does not explicitly describe any particular sequence 
would hybridize to SEQ ID NO: 1 in stringent conditions and which would encode a 
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protein that inhibits the proliferation of melanoma cells, other than SEQ ID NO: 1 . The 
instant claim encompasses sequences which are structurally different from SEQ ID NO: 
1, but the specification does not provide sufficient description of critical structural 
elements of SEQ ID NO: 1 such that one of skill in the art would readily recognize which 
species of the nucleic acids encompassed by the claims would encode a protein which 
inhibits the proliferation of melanoma cells but not normal fibroblast cells and which 
species would not, without performing additional experimentation. Accordingly, in the 
absence of sufficient recitation of distinguishing identifying characteristics, the 
specification does not provide adequate written description of the claimed genus. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states, "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 'written 
description' inquiry, whatever is now claimed" (See page 1117.) The specification does 
not "clearly allow persons of ordinary skill in the art to recognize that [he or she] 
invented what is claimed." (See Vas-Cath at page 1116). In this case, the skilled artisan 
cannot envision the detailed chemical structure of the genus of nucleic acid molecules 
encompassed by the claims which would hybridize to SEQ ID NO: 1 in stringent 
conditions and which would encode a protein that inhibits the proliferation of melanoma 
cells; therefore, conception is not achieved until reduction to practice has occurred, 
regardless of the complexity or simplicity of the method of isolation. Adequate written 
description requires more than a mere statement that it is part of the invention and 
reference to a potential method of isolating it. The compound itself is required. See 
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Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

Therefore, only nucleic acid molecules which encode the amino acid sequence of 
SEQ ID NO: 2 (which includes SEQ ID NO: 1) meets the written description provision of 
35 U.S.C. §1 12, first paragraph. Applicant is reminded that Vas-Cath makes clear that 
the written description provision of 35 U.S.C. §1 12 is severable from its enablement 
provision (see page 1115). 

Response to Arguments 

4. Applicant's arguments filed 2/28/2007 have been fully considered but they are not 
persuasive. 

5. Applicants argue that the specification has support for new claim 82. 

6. In response, it is acknowledged that new claim 82 is not considered new matter 
under 35 U.S.C. 1 12, first paragraph because the specification does contemplate that 
which is claimed in claim 82. However, the issue here is whether or not the specification 
has provided adequate guidance to sufficiently describe the genus of nucleic acid 
molecules encompassed by claim 82. For the reasons indicated herein, it is determined 
that the specification does not provide sufficient written description of the genus of 
nucleic acid molecules encompassed by claim 82. 

Allowable Subject Matter 

1. Claim 81 is allowed. 
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Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. Eric Angell whose telephone number is 571-272-0756. 
The examiner can normally be reached on Monday-Thursday 8:00 a.m.-6:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Douglas Schultz can be reached on 571-272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571-273- 
8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




